REMARKS 



The application has been carefully reviewed in light of the August 12, 2002 Office Action in 
which: 

• Claims 1-15 were rejected, and more specifically; 

• Claims 2, 6-10, 14 and 15 were objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. In response, claim 
2 has been rewritten (discussed below), and claims 6-10 and 14-15 have been cancelled. 

• Claims 1 1 and 13-15 were rejected under 35 USC §112, second paragraph, on the basis that 
the term "low molecular weight" is a relative term which renders the claim indefinite. In response, 
claim 1 1 is rewritten to specify a more definite range of molecular weight, and claims 13-15 have 
been cancelled. 

• Claims 1 1-15 are also rejected under 35 USC §112, second paragraph, on the basis that the 
term "internally softening the human skin" is indefinite for failing to particularly point out and 
distinctly claim the subject matter of the invention. In response, claim 1 1 is rewritten by replacing 
the objected to term with the term "improving human skin health", and the remaining disclosure in 
the application should make it clear that the composition and method of the invention is intended 
for oral use which enters through the digestive system and works internally with the benefit of 
improving the health of human skin by making it soft and smooth. 

• Claims 1, 2 and 6-10 were rejected under 35 USC 102(b) as being anticipated by Falk et al. 
(U.S. Patent No. 5,811,410). 

• Claims 3-5 were rejected under 35 USC § 1 03(a) for obviousness as being unpatentable over 
Falk et al. as applied to claims 1, 2, and 6-10, and further in view of Yano et al. (U.S. Patent No. 
4,443,459). 

• Claims 10-13 are rejected under 35 USC 103(a) as being unpatentable over Falk et al. and 
Yano et al. as applied to claims 3-5 above, and further in view of Nigra et al. (U.S. Patent No. 
6,028,105). 

Claim Rejections Under 35 USC 102 

As stated by the Federal Circuit, there must be no difference in the claimed invention and the 
reference disclosure, as viewed by a person of ordinary skill in the field of the invention. Scripps 
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Clinic & Research Foundation v. Genentech. Inc. . 18USPQ2d 1001 (Fed.Cir. 1991). For prior art 
reference to anticipate in terms of 35 USC §102, every element of the claimed invention must be 
identically shown in a single reference. In re Bond . 15 USPQ 2d 1566 (Fed. Cir. 1990). In 
determining anticipation, functional language, preambles on language in "whereby", "thereby", and 
"adapted to" clauses cannot be disregarded. Pac-Tec. Inc. v. Amerace Corp. . 14 USPQ 2d 1871 
(Fed. Cir. 1 990). Applicant does not believe that a person of ordinary skill in the field of the present 
invention would view the claimed invention to be identical to the hyaluronic acid composition in 
Falk et aL As every element of the claimed invention is not identically shown in Falk et al., this 
reference does not anticipate the claimed invention. 

Applicant's invention is directed to a specific composition and method whereby a composition 
or formulation of hyaluronic acid is orally administered and is used in improving human skin health. 
As recited in independent claims 1 and 1 1, the specific hyaluronic acid in applicant's invention has 
a low dosage of between 35 mg to 45 mg and has a low molecular weight of less than 200,000 
Dalton (preferably between 50,000 to 200,000 Dalton). The small molecular weight of applicant's 
hyaluronic acid produces a product that is bioavailable and which can be absorbed by the human 
body and the skin through oral digestion and via a soft gelatine capsule. 

Aside from the dosage and molecular weight of applicant's composition, what is claimed is 
a formulation of hyaluronic acid that is orally administered and is used to improve human skin 
health. As discussed in the specification, what has been available thus far has been large 
amount/high molecular weight hyaluronic acid formulations which have been topically applied in 
cosmetic cremes or injections in medical preparations to improve human joint health. 

U.S. Patent No. 4,801,619 to Lindblad, discussed in Falk et al. (Col 4, lines 50-67 and Col. 
5, lines 1-14), is directed to hyaluronic acid administered intra-articularly through injection which 
has a sufficiently high molecular weight of about 3,000,000 Dalton or more to counteract side effects 
that might be caused by corticosteroids or other symptomatic producing similar effects in treating 
inflammations of skeletal joints. Falk et al. explains that the dosage of hyaluronic acid in the 
Lindblad reference with the mean molecular weight exceeding 3,000,000 Dalton is said to be 
preferably within the range of 5 to 80 mg. Thus, the Lindblad patent discloses or teaches the use of 
a small amount (5 to 80 mg) of hyaluronic acid with high molecular weight (about 3, 000, 000 Dalton) 
to be administered intra-articularly for preventing steroid arthropathy of a human joint. 

Thus, applicant's claimed invention of a composition and method comprising hyaluronic acid 
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with a molecular weight less than 200,000 Dalton that is administered orally at a dosage of 35 to 45 
mg to improve human skin health is different from and not anticipated by the Lindblad patent that 
is discussed in Falk et al.. 

Moreover, where Falk et al. itself mentions that hyaluronic acid has molecular weight "from 
50,000 Dalton upwards" (Col. 4, lines 32-37), it is describing the characteristics of naturally 
occurring hyaluronic acid in general as glycosaminoglucan which could have a molecular weight 
varying from 50,000 Dalton upwards. It is not describing any particular form of hyaluronic acid. 
Furthermore, what is clear from Falk et al.'s Abstract and in Col. 17, lines 32-44, and in claim 1 
thereof, Falk et al. teaches or defines the therapeutic range of hyaluronic acid having low molecular 
weight of less than 750,000 Dalton (1 50,000 to 225,000 Dalton) at a high dosage of 200 to 1000 mg, 
which is to be administered intravenously either immediately following or at the same time as the 
treatment with NS AID (non-steroidal anti-inflammatory drugs). In other words, Falk et al. discloses 
and claims the use of a large amount (200 to 1000 mg) of hyaluronic acid with low molecular weight 
(less than 750,000 Dalton) to be administered intravenously for decreasing side effects of the 
NSAID. 

Again, applicant's claimed invention of a composition and method comprising hyaluronic acid 
with a molecular weight less than 200,000 Dalton that is administered orally at a low dosage of 35 
to 45 mg to improve human skin health is different from and not anticipated by Falk et al.. 

Accordingly, withdrawal of the 1 02(b) rejections and the allowance of the pending claims, as 
amended, is respectfully requested. 

CLAIM REJECTIONS UNDER 35 USC §103 

The test under 35 USC § 103 is not whether an improvement or use set forth in a patent would 
have been obvious or nonobvious, rather the test is whether the claimed invention, considered as a 
whole, would have been obvious. Jones v. Hardy . 110USPQ 1021 (Fed. Cir. 1984). The invention 
as a whole is not restricted to the specific subject matter claimed, but also embraces its properties 
and the problem it solves. In re Wright . 6 USPQ 2d 1959 (Fed. Cir. 1988). 

The Federal Circuit in In re Deminsku 230 USPQ 313 (Fed. Cir. 1986) outlined a two-step 
test for determining whether a prior art reference is non-analogous and thus not relevant in 
determining obviousness. First, it must be determined whether the reference is within the field of 
the inventor's endeavor. Second, if it is not, the reference must be determined to be "reasonably 
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pertinent to the particular problem with which the inventor was involved". The references must be 
taken in their entireties, including those portions which argue against obviousness. Bosch & Lomb, 
Inc. v. Barnes-Hinds/Hvdrocurve. Inc. . 230 USPQ 416 (Fed. Cir. 1986). 

It is well established that there must be some reason, suggestion, or motivation found in the 
prior art whereby a person of ordinary skill in the field of the invention make the combination. In 
re Oetiker . 24 USPQ 2d 1443 (Fed. Cir. 1 992). It is impermissible to use the claims as a framework 
which to pick and choose among individual references to recreate the claimed invention. In re Fine , 
5 USPQ 2d 1596 (Fed. Cir. 1998). 

As described above, Falk et al. does not disclose or teach all the elements of applicant's 
claimed invention, since the Falk et al. reference does not embrace the properties of the present 
invention, nor the problem it solves. Nor does the applicant see any suggestions in either Falk et al. 
or Yano et al. references to make any the combination in claims 3-5. 

Due to the failure to recognize and address the problem solved by the present invention, and 
their lack of teachings of that claimed in the present invention, neither Falk et al. nor Yano et al. nor 
the combination thereof render the claims of the present application, as amended, obvious. 



From the foregoing arguments, remarks and amendments, Applicant believes that present 
application is in condition for allowance, notice of which is hereby respectfully requested. 



CONCLUSION 
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CLEAN VERSION OF ALL PENDING CLAIMS 

1 . An orally administered composition for use in improving human skin health, comprising 
hyaluronic acid having a dosage of between 35 to 45 mg and a molecular weight of less than 200,000 
dalton. 

2. The composition according to claim 1, wherein the molecular weight of hyaluronic acid 
is between 50,000 to 200,000 dalton. 

3. The composition according to claim 1, wherein said composition is formulated into a soft 
gelatin capsule. 

4. The composition according to claim 1, and further including beeswax. 

5. The composition according to claim 1, and further including rice bran oil. 

1 1 . A method for improving human skin health, comprising oral administration of hyaluronic 
acid having a dosage of between 35 to 45 mg and a molecular weight of less than 200,000 dalton. 

12. The method according to claim 1 1, wherein the molecular weight of hyaluronic acid is 
between 50,000 and 200,000 dalton. 
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